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SUMMARY: The Food and Drug Administration [FDA) is ~~o~nc~g the 

availability of a draft document entitled ‘“Guidance for Industry: Safety, 

Efficacy, and Pharmacokinetic .Studies to Support M~k~ting of Immure 

Globulin Intravenous (Human)‘as Replacement Therapy for Primary Humoral 

Immunodeficiency,” dated November 2005. The draft guidance document 

provides recommendations for testing the safety, efficacy, and 

pharmacokinetics of immune globulin intravenous (human) ~IG~V) ,products as 

replacement therapy in primary humaral immunode~~i~ncy.- The dr 

guidance document is intended to assist spdnsors with the design of clinical 

trials to assess IGIV as replacement therapy in primary humorti~ 

immunodeficiency. 

DATES: Submit written or electronic comments on the draft guidarice 4y [insert 

date 90 days after &te of publication &r tie Federal Register), to ensure their 

adequate consideration in the preparation of the final guidance. General 

comments on agency guidance documents are welcome ;ht: any time; 
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ADDRESSES: Submit written requests for single copies of i3 draft guidance to 

the Office of Communication, Training, and I&mufacturers Assistance (HFM- 

4O), Center for Biologics Evaluation and esearch, Food and Drug 

Administration, 3.401 Rockville Pike, suite ZOT)N, Rockville;MD 20852-1448. 

Send one self-addressed adhesive label to- assist the office in Iproces&ig your 

requests. The draft guidance may also be obtained by mail by calling the Center 

for Biologics Evaluation and Research at 2-800-835-4709 or 302~827-1800, 

See the SUPPLEMENTARY fNFORMATfON ,section for electronic access to-the draft 

guidance document. 

Submit written comments on the draft guidance to the Division of Dockets 

Management (HFA-305), Food aud Drug Administration, 5630 Fishery Lane, 

rm. 1061, Rockville, MD 20852. Submit electronic comments to hQw’/ 

~.fdu.gov/do~~~ts~~~omments. 

FOR FURTHER fNF(lRMATfON CONjACT: Paula S. McKeever, Center for B~uI~gics 

Evaluation and Research (HFM-171, and ‘Drug Adrni~i~~at~o~, 1401 

Rockville Pike, suite 200N, Rockville, MD 20852-1448, 3~~~827-821~. 

SUPPLEMENTARY INFORMATION: 

I. Background 

FDA is announcing the availability of a draft do~~rn~~t’e~tit~~d “‘Guidance 

for Industry: Safety, Efficacy, and Ph~mac~k~etic Studies to Suppo~ 

Marketing of Immune Globulin Intravenous (Hnm~) as 

for Primary Hurnoral Immunodeficiency, ” dated November 2005. IGIV 

products are prepared from large pools of plasma collected from large numb,ers 

of individual healthy donors, and therefore contain an~bodies against many 

bacterial, viral, and, other infectious agents. This draft guidance provides 

recommendations for the design of clinical trials to assess the safety 
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efficacy of IGIV products when used as>replacement thera 

humoral immunodeficiency. The draft guidance is intended to assi$t”in the 

preparation of the clinical/biostatistical and human ~harma~ukin~~~ sections 

of the biologics license application ‘@LA). 

This draft guidance does not adciress additional sections of a BLA for an 

IGIV product for this indication, such as chemistry, rn~~fa~t~r~ng, and 

controls (CMC), and preclinical toxicology. 

The draft guidance is being issued consistent with ~A’s,~ood 

practices regulation (21 CFR 10.115). The raft guidance, when ~~a~~zed, will 

represent the FDA.‘s current thinkin on thistopic. It does not creatq or confer 

any rights for or on any person and does not operate to bind. FD or ‘the public. 

An alternative approach may be usedif such approach satisfies the 

requirement of the applicable statutes and regulations. 

II. Paperwork Reduction Act of 1995 

This guidance contains information collection provisions that are subjet;t 

to review by the Office of Management and Budget (AMMO under ~e~Pape~ork 

Reduction Act of 1995 (44 U.S.C. 35&l-3520). The colle~tion~~~ of ~nf~~ation 

in the guidance was approved under C&II3 control number 091tO-033 

III. Comments 

The draft guidance is being distribute for comment Purposes only and 

is not intended for implementation at this time. Interested persons may submit 

to the Division of Dockets Management (se ADDRESSES] written or electronic 

comments regarding the draft guidance. Submit a single copy of electronic 

comments or two paper copies of any ma&d comments, except that 

individuals may submit one paper copy. Comments are tobe id~~ti~~d with 

the docket number found in bra?kets in the heading of this d~cnrne~t. A copy 

of the draft guidance and received comments are available for public 



examination in the Division elf Dockets magement between Q a.m. and 4 

p.m., Monday through Friday. 



IV. Electronic Access 
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Persons with access to thie Internet rriay obtain the drafl. ~~~d~~e at either 

http://www.fda.gav/cber/guidelines.htm or http:~~~.fda.~~v~~~~ms~d~~kets~ 

defau1t.h tm. 

Dated: /$4$4& 
November 17, '2005. : 

uren, 
Assistant Commissioner for Policy. 

[FR Doe. 05-l’???? Filed ??-??-053 8:45 a.mJ ’ 
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